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Separate Paging Is given to this Put fat order that it may he Sled « a 
separate ampliation 


*TO*WT qfqqTC WM wsmw 
(ww frm) 

qfpTO?ft, 6^T, 1991 

qr.qq.fq. 664(?r).—tftafq «fk sram ^mnfr 
Pm, 1945 w tfk *t?rm qn?t% 

VT PlT-4 pTfSHT 5Tm, faff WXVTT rftafa d+TKl 
TOTTpro: nWr % q tpto qrqq % qroror, ?r\qfa sfir 
sttotot TOroft srfafm, 1940 (1940 *ft 23) qft 
toto 12 *ffc snrr 3 3 srtr sntw «iTh to qq totPt 
w^t fi; tottto $ 1 sror trrmff <£t q^srpjqn: 

sqfqqqf ^'atw+'rO% fin* qqqfrrq fqqrr toto 
jfr, fi r m qqq jrWTfror TOq # TrroTOrr £ w% 
jm qgg^rro Tr toTV & 1% qw tot ti w qTfter 
q firwT m TTTTjr qft qferTO f^ra^r q? qftrgmT 
qqqfror qft TOrff t, qqqr Tt chTOW q>Tr£ arP £, 


jftq fror q?TTOrfq qr to qq% qiRT^ frour 

fi'H 1 ■Ji'i^n 1 

fafft P'4 tfrefir qr qq sft w topr fqfqfros;*: 
qqfa T^qqffi-q ?r ^ faror aqfifi q nT-’q pfr^-fr, 
qqqqq fir^n: qrhft 1 

tm Pm 

1, (i) vr fqqqt qq tffsrqr m sforfa *fh 

TTWT HPttft (*fjffsnr) fqTOT, 1991 % I 

(2) q 1 torrT, 1992 q ffq 1 

2. (1) tftqfa rfix TTrtrrqrroft Pm, 1945 *r,— 
Pm 75-q? % mr qv PrrqfirftrT fm ^rr 

qq?^ — 

“ 75 -qr. qsrTT — ( 1 ) nwr fqfirqq irq 

fqjffqq q?t srfir qrtft tftqfgqf % firq ^srrq qr^jr- 
fiqqf % fqt[ ^r% to % finr to^tot 
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srro 27-^ Jr mjsnrnr nrfy^rCr qft fammqm 
'tfk mfa m«i qftqfor ^T*ft: 

mem; qfa srrtw wjsrffa qft gqrfar % 
TTOFT fam; qqTffa % % tfkrc mj- 

qrffa % qiftTO 0 ! % fa<^ <Ti<.rll ^ rft mj- 

jrfar % <^1 % fan g^q ^g ^ mq 

yq % wfafwrr qfor m toto mq i 

msftqTTO :—TO fagg X TOlTO % fan; faqff 

tott Trmrfar % ^ mjsrffa srfa&r | m y^- 
mro mrwpft ^Jr writer q?r orrCT to g%m 
fro% mg mm fafaro arm fJfafqqrro % 

fat* yqpft stPTWT qff | faqr; q^ STTO 28 
t «Fq W^JrfWRt % TOTfqTO nTFT 
fafroq gjmmfr aror fmffJnmnT tort 
m?m$ i 

(2) tpjtor wfarofr tott w-prfar Jr 

gqq TO mj H*tffclI*1 ®PT sTm fa fafrofa u% 

mg tor w^prfcr %■ far* yrtaqr q?r ?frt Jr mm 
fafagq sm storfam % fmrftroor ^ yfom 
toJt % faq qnfcf -j^to anfarfajm, yeaqm 
*rk garnet S1 

( 3 ) gqfmpT (2) % ymrtrlr % ysffa 

fagt mynfar wrfroro mrf % MfaTO u i % 
fmi wrrtay % gm q>? tff w* q^ yfarorg Tfarr 
Tftm % mfrr xgft ?jq ggfa ga % fair gmg 
. wr^Fft 1 

(4) qfa mpr-m mftrroft to ^ ggraR pt 

mar | fa ygn; mprfm frofmr, am m mam 

fqg'fa ?fr qf | gr w% tpr gf mg q5V q^tg % gar g 

it tor srmrfar yfa mfr to gfam 1" 

(2) famr 7 6 -gr % tor qr farofafag 
rnmrr, mrfq;:— 

"76-^. mm fafarr mrr fmtfaq qfr m% qfal 
sTfafaql % far( g«rn: mjsrfm qrt q¥q 1 

mm fafamT jkt fmTfmr srfa qfat gfafagT 

% faq; gyT<; mj, 5 rfar sr^q 28-qr 1” 

( 3 ) mj^frqrir,— 

(*p) famfafeq smft q;r mq fam ^rnm* 
mrfa:— 

qmr 24-^, 24 -t, 2 s-qr, 25-?, 26 -qr 

26-T I 

t aT'S gf gsrn: w^rfar grm fafamq sirr 
faiffag to qft #mf\m % qfanr grft q^ft 1 

(’j) srmr 27 -x; % fan; fq^gfafag mm mm 
rnmn, mtfej •— 


qmr 27-qr 
"(famr 75-qrtffai) 

mm fafamr skt fmifmr gfa mfar miwfmi 

% fair '3U1 5 T!J 3 tfal % q 4*1 v u i %faq y 1^44 

1..?fv% yfaq 

qffafffqt qq. ^.'i. faq-i 

qfmn: Jr qrm fa fa <«r ittt fa^faqrrq qrfa- % fan; 
sott mj?rfar far gifa/arr mfraron % fati wfamr 
mrnr g/«m^ | :■— 

'qfafam % mq qm 4 - mr g fafafaiR: 

fair mml ( . ) 

2. fafmrfa qfrm: Jr fafafa^ mm^r % fafmrW 

jfrq m <<a Jt 4Rft4 Jr gqftm IqJiqyr qnfatfainj 
% mg, m|mr i 

(v) fafmifa % faq gfromfl fmfag Tqmfa- 

% mq. 

(jq) qmy % faq ywwufi fqqfaq qfamfaa^ 
* qrq..i 

3. tf/$q fmmfafaq mrm to t^t p/q% %-.~ 

(qr) Jrarm mr fafmrfm mj^mq qTtfafa 
qq qq qfr ^ q?t qfafafq faqqTt qq-s mmrm 
qq Jf/^q yqqfa q^mr msm p/m^Jr 11 

(w) fafmrfar mjfmq % to wmq % mr qfr 
i^qr q^t gfafafq fa g? Jfa/fqfa am mtfem 
qwqj 1 qa q?t qw % faq famisr qnfarrfa^'g, 
yqfTO sfN: qfam qft mmt gmq % fa^ 
q^qq I sffa fa y qfrorfaq mroff qfr maqr #q 
qq fasrJm qrtm wk qr^ qrqfam wk qfa- 
mfaq yrnfr to Tfmro mn to fafmr fmrJrmft 
q?r faftf qqq> to Jr T#m i 

(g) fmr TOrfaf % fafrofa to totto ^ to% 
JrmfT wk qqtfr % qg,^ i 

4. — - -eh'q; qfr qfar -% mfkr 

qrroc % mq tot to ft qf 1 1 

mffa - 5TOTTO-„ 

(q) m?q 2&-v %toto xx fa m fa fa a tot -tot 
rn^qr, gq?T:— 
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[wf ii--w* 3 (i)] 

“spr.4 28-^ 

(faWW 76-4T tfap) 

wrwr fafamr am fajffatw aft wfa wiwt 
WTwfawf % %rr -jy rT W^Jlfar I 

i ' w^jrfar aw waatar mV ww% fe; nfa aft ant <4 


2 —*-%- —-*—aft—-- ftm 

qfaww w famfwfaw aftafawf art *itwt 

am ffaffwarTW %o writ % faro “Jim wrjarffar 

£t 5 ffift 11 

.a wfarfwaf % wrw- 

w^frftw fastaar arwarfa^a % wtw-— 

w? *r ; j 7 rf fc =r-w-war 

www #ft i 

4, w$ n^sfaw, fra a % fart w^wfaw aft wt«j 
wrt % wtffa ^ grr, ipprfR * qsftw farfafaw 
Tifafaaf aw *rf#crsrrtt am «ftar rttr % wa 
ft fawn wtr fam % fart wmr fawn wtwt 
hi farm amft % i 

5. w? 5 prm?rfmr ?ft^ art af wwf wtr ffaft hr 
arwf % ?reFm T?fa ftT|gftsrrsrPrinr % wsffa w?www 
Wfw fawftf ft fafafam aft wfa < 

ftft wfa aft arffi- 

^wtott- 

aawrw- 

W'jjiffa a?t srt 

1. w-jwffa aft ftfa wfw -famw % fata 
srwrwra aft w^wrftT q-f^-ra: ir mT wfaWT wfa 
wfafaww % wsftw fawaw fa ft war % wftwtw wr 
ftw farar wfawr i 

2. aft wrjjrffasTft wrjflfaw wpf waft % 
at cp faft wWftqt aft ma amir arm t at 
am wfawfarw w$f aft w£ & at ww faww 7 5-ar ft 
wwrTTafaw nrwswar ^cst^ % fftft H -pu ww a r fa^rO 
aft HTwaw arm wrfaw 1 a? wftarfaw sw sram 
jmfarw war aft farcarfaw wwsft wrwftt 1 

3. faafaav afawiffm if ftfa arfar afmfw aft 
calif wwwm atfsrwrft aft qwm tt wrfaft 1 

9. wwsrffawm w-pwaw wrfaawft aft it^rfp % 
fftfa awft arrft arwfr arft % am if ;£rft afar a fcaftw 
.ft fatfarw mftgwwr tar 1 aft atf % row it «pt$ 
rfmfa afar | at ar^vfm wa war far ^ft aVm 


aRafdd mr arsft ara'trara if arawm arfsrarrft % 

"O 

at «pr^3rP^T am atjft arr aft mft affa#a §tt aft 
arttr? waftrwr tftaaw aft aafa % fcrtfafsmm 
amfr arrtaft 1 " 

3 . ffnarfwfaat fraat aa wta farar maT, 
aafa.-— 

of 

69-ar, 70 -ar, 7 3-ar, 7 3-arar, 74-ar, 8 3-ar, 

8 3-a^r, 153-ar, 154-ar, ] 5 5-ar, 1 5 6-ar, 1 5 8-ar 

[a. aaar-iion/2/87-^^maft,ara, artallj 

far? wtrt, aaaa wfmr 

sfrafa sfk amrpmnft fam, 1945 , 1 - 5-79 
aar aar tfaftfer m if ftitar afla affair iwr 
(^rmt famr) 3tw if ftwa aitaftr aftr aarm 
mnft, ?iftfw wtr fam ('ft.^r.tt.m.) tft 
afiaimT mrfa’sa ^ 1 acavqia aaa faaat if 
ana %mm wra- 2 , w( 3 ) (i) if naafincT fam- 
fMtjd ’Tfatjqarof irm tfaftfinT farn jr |;— 

1 . WT.arr.fa. 1241 mOw 6 - 10-1979 

2 . HT.4TT.fiT. 1242 HTftar 6-10-1979 

3 . HT.anffH. 1243 HTtfsT 6-10-1979 

4. HT.aTT.fiT. 1181 Hlftai 12-10-89 

5. HT.arr.fiT. 430 cfrttra' 19-4-80 

6. HT.arr.fa. 779 arttar 26 - 7 -so 

7 . HT.arT.fa. 540 (h) arft’g' 22 - 9-80 

8. WT.4TT.fir. 680 (h) aift^ 5-12-80 

9. WT.arT.fa. 681 (h) ard'H 5 - 12-80 

10 . wr.arT.fr. 682 (h) wrCPr 5 - 12-80 

11 - WT.arr.fw. 2 7(H) WT^fW 17-1-81 
12 . wr.arr.fw. 478 (h) wrffa 6-s-8i 
13- WT.aw.fw. 62 (h) wrftq-1 5-2-82 

14 . wr.aw.fw. 462 (h) wiftra 22 - 6-82 

15. WT.4W.fa. 510(H) wrffa 26-7-82 

16. wr.aw.fa, 13 (h) WRt'4 26-7-82 

17. wt. a?r.fa, 318 (h) wrftar 1-5-84 

18. WT.awlfa. 33l(H) WTffar 8-5*84 

19. WT.aw.fa. 460 (h) wnfaj 20 - 6-34 

20 . WT.aw.fa. 487 (h) cUffa 2-7-84 

21 . WT.aw.fa. 89 (h) wrffar ie-2-85 

22 . WT.aw.fa, 788(h) trrfaj 10-10-83 
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23. 

ST. 

to. fa. 

17(fo) folds 7-1-84 

24. 

m. 

TO.fa. 

1049(fo) foTds 29-5-86 

2 5- 

ITT. 

TO.fa. 

1060(fo) folds 5-9-86 

26. 

m. 

TO.fa. 

1115 (^r) fords 30 - 9-86 

27. 

m. 

TO.fa. 

71 (fo) fords 30-1-87 

28. 

m. 

TO,fa, 

570(fo) folds 12-6-87 

29. 

foT, 

TO, fa. 

626(fo) folds 2-7-87 

30. 

nr. 

TO.fa. 

792(fo) folds 17-9-87 

31. 

for. 

TO.fa. 

371 (fo) folds 14-3-88 

32. 

nr. 

TO.fa. 

75 (fo) forifar 2-6-8 8 

33. 

foT. 

TO.fa. 

67s(fo) fords 2-6-aa 

34. 

foT 

.TO .fa. 

676(fo) fords 2-6-88 

3 5. 

foT 

.TO.fa. 

677(fo) fords 2 - 6-88 

36. 

foT. 

.TO,fa. 

681 (fo) folds 6-6-88 

37. 

foT 

.TO.fa. 

735(fo) folds 24-6-88 

3a. 

foT 

.TO.fa. 

813(fo) folds 27-7-88 

39. 

foT 

.TO.fa. 

944(w) fords 21-9-88 

40. 

for. 

.TO.fa. 

43(fo) foTds 20-1-89(^343-) 

41. 

nr. 

.TO.fa. 

44(fo) folds 20-l-89(3lfefofo) 

42- 

for 

.TO.fa. 

100(fo) folds 14-2-88 

43. 

for 

.TO.fa. 

443(fo) foTdS 12-4-89 

44- 

for 

.TO.fa. 

588 (fo) foTds 2-6-89(5jfafofo) 

45. 

foT 

.TO.fa. 

691 (fo) foTds 11-7-89 

46. 

for 

.TO.fa. 

784(fo) folds 28-8-89 

47- 

foT 

.TO.fa. 

16(fo) fords 10-1-90 

48. 

foT 

.TO.fa. 

731 (fo) foTdS 23-8-90 

49. 

for 

.TO.fa. 

865(fo) foTdS 25-10-90 

50. 

m 

.TO.fa. 

ll(fo) folds 7-1-91 

51- 

for 

.TO.fa. 

223(fo) folds 19-4-91 

52- 

for 

.TO.fa. 

246(fo) folds 1-5-91 

53. 

foT 

.TO.fa. 

302 (fo) foTds 7-6-91 

54. 

foT 

.TO.fa. 

491 (fo) foTds 25-7-91 

5 5- 

foT 

. TO , fa. 

495(fo) foTds 25-7-91 

56. 

for 

.TO.fa. 

532(fo) foTdS 14-8-91 


MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 6th November, 1991 

G.S.R. 664(E).—The following draft of certain 
rules further to amend the Drugs, and Cosmetics Rules, 
1945, which the Central Government proposes to 
make, after consultation with the Drugs Technical 
Advisory Board, in exercise of the powers conferred 


by sections 12 and 33 of the Drugs and Cosmetics 
Act, 1940 (23 of 1940), is hereby published as requi¬ 
red by the said sections, for the information of all 
persons likely to be affected thereby, and notice is 
hereby given that the said draft will be taken into 
consideration on or after the expiry of a period of 
thirty days) from the date on which the copies of the 
Official Gazette m which this notification is published 
are made available to the public; 

Any objection or suggestion which may be receiver 
from any person with respect to the said draft, before 
the expiry of the period so specified, will be taken 
info consideration by the Central Government 

DRAFT RULES 

1. (1) 'These rules shall be called the Drug; and 
Cosmetics (Amendment) Rules, 1991. 

(2) They shall come into force from 1st January, 
1992. 

2. (1) In the Drugs and Cosmetics Rules, 1945— 
for rule 75-A, the followinlg rule shall be substituted, 
namely :— 

“75-A. Loan Licences :—(1) Applications for 
the grant or renewal of loan licences for 
drugs to be sterilized by Gamma Radiation 
shall be made in Form 27-A to the licens¬ 
ing authority and shall be accompanied by 
a fee of rupees six hundred ; 

Provided that if the applicant applies for the 
renewal of a licence after its expiry but 
within six months of such expiry die fee 
payable for renewal the licence shall R 
rupees six hundred plus an additional or a 
part thereof. 

Explanation—For the purpose of this rule a loa 
licence means a licence which the licensin. 
authority may issue to an applicant wh( 
does not have his own arrangements fo 
sterilization by Gamma Radiation bif wh- 
intends! to avail himself of sterilization b 
Gamma Radiation facilities owned by an 
other licence in Form 28. 

(2) The licensing authority, shall, before the grai 
of a loan licence satisfy himself that the manufactu 
ing unit has| adequate equipment, staff, capacity an 
facilities for carrying out the process of sterilization <. 
drugs by Gamma Radiation on behalf of the applicar 
for a loan licence. 

(3) Subject to the provisions of sub-rule (2) appl 
cations for sterilization of additional itemg on a loa 
licence shall be accofpanied by a fee of rupees fif; 
for each item subject to a maximum of rupeei s 
hundred. 

(4) If the licensing authority is satisfied that 
loan licence is defaced, damaged or otherwise rende 
ed useless, he may, on payment of a fee of rupe 
one hundred, isslfie a duplicate loan licence” 
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2. (2) for rule 76-A, the following rule shall be 
substituted, namely 

"76-A—Form of loan licence for drugs to be 
sterilized by Gamma Radiation. 

A loan licence for drugs to be sterilized by 
Gamma Radiation shall be issued in Form 

^-Az¬ 
in Schedule A,— 

(a) the following Forms shall be omitted, name¬ 

ly , - 

Forms 24-A, 24-E, 25-A, 25-E, 26-A, 26-E. 
Provided the loan licence shall continue to be 
granted for preparations to be sterilized by Gamma 
Radiation. 

(b) for Form 27-A, the following Form shall be 
substituted, namely :—■ 


. “Form 27-A 
(See rule 75-A) 

Application for renewal of a loan licence for dm* 
to be sterilized by Gamma Radiation. 

1. 11 We---of-hereby 

apply for the grantjrenewal of loan licence to carry¬ 
out sterilization by Gamma Radiation, on the premi¬ 
ses situated at ——, (2|o-■———, 

to the under mentioned drugs : 

Names of drugs (each substance to be separately 
specified)-- - -—- —- 

2. The names, qualification and experience of the 
expert staff actually connected with the manufacture 
and testing of the specified products in the manufac¬ 
turing premises!. 

(a) Names of expert staff responsible for manu¬ 

facture---. 

(b) Name(s) of the expert staff responsible for 

testing— : ---, 

3. l|We enclost : 

(a) A true copy of a letter from me|us to the 

manufacturing concern whose testing capa¬ 
city is Intended to be utilised by mejus. 

(b) A true copy of a letter from the manufac¬ 

turing concern that they agree to lend the 
service of their expert staff, equipment and 
premises for the testing of each item requir¬ 
ed by meins and that rtw.y will analyse every 
batch of finished products and maintain the 
registers of raw material finished products 
and reports of analysis separately on this 
behalf. 

(c) Specimens of labels, cartons of the products 

proposed to be manufactured. 
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4. A fee of rupees--—-—has been cre¬ 

dited to the Government under the head of account— 


DATE--Signature-- 

(c) for Form 28-A, the following Form shall b© 
substituted, namely :—- 

“FORM 28-A 
(See rule 76-A) 

Loan licence for dru^s to be sterilized by Gamma 
Radiation. 

1. Number of licence and date of iisue-- 

2. ---of-is hereby granted a 

loan licence for drugs requiring sterilization by 

Gamma Radiation on the premises situated at- 

Cjo-to the following drugs: 

3. Names of drugs---- 

Names of approved expert staff-——- 

The licence snail be in force from- : - 

tr>----. 

4. The licence authorises the sale by way of whole¬ 
sale dealing by the licensee and storage for sale by 
the licensee of the drugs manufactured under licence 
subject to the conditions applicable to the licence for 

sale. 

5. The licence is subject to the conditions stated 
below and to such other conditions as may be spe¬ 
cified. in the. rules for the time beiug in force under 
i he Act. 

Date of issue--—-——>— Signature -2— 

Designation- : - 

Conditions qf licence 

1. This licence, and any certificate of renewal In 
force shall be kept on the approval premises and 
shall produce at the request of an Inspector appoint¬ 
ed under th© Drugs Act, 

2. If the licensee wishes to undertake during , the 
currency of the licence to test any drug not included 
above, "he should apply to the licensing authority for 
the necessary endorsement as provided in rule 75-A. 
Tin’s licence will be deemed to extend to items so 
endorsed. 

3. Any change in the expert staff shall be forth¬ 
with reported to the licensing authority. 

4. The licensee shall inform the licensing autho¬ 
rity in writing in the event of any change in the 
constitution of the firm operating under (he licence. 
Where any change in the constitution of the firm takes 
place, tlic current licence shall be deemed to be valid 
for a maximum period of three months from the 
date on which the change takes place unless, in the 
meantime, a fresh- licence has been taken from th© 
Keensing authority in thp name pf the firm with the 
changed constitution”. 
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,(3) The following rules shall be omitted, namely:— 
69-A, 70-A, 73-A, 73AA, 74-B, 83-A, 83-AA, 


24; G.S.R. 1049(E) dated 29-08-1986 " 

25. G.S.R. 1060(E) dated 5-09-1986 


I53-A, 154-A, 155-A, 15 6-A, 158-A. 

6. S. LAMBA, Jt. Secy. 

[No. X. M011 |2]87-DMS&PFA Vol. II] 

NOTE : The Drugs and Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act 
and the Rules (PrfjHS-61). Subsequently 
the said rules have been amended by the 
following notifications published in Part 
n, .Section 3, Sub-section (i) of the Gazette 
of India, namely ;— 

T. G.S.R. 1241 daed 6-10-1979 

2. G.S.R. 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1979 

4. G.S.R. 1281 dated 12-10-1979 

5. G.S.R. 430 dated 19-04-1980 

6. G.S.R. 779 dated 26-07-1980 

7. G.S.R. 540(E) dated 22-09-1980 

8. G.S.R. 680(E) dated 5-12-1980 

9. G.S.R. 631(E), dated 5-12-1980 

10. G.S.R. 682(E) dated 5-12-1980 

. 11. G.S.R. 27(E) dated 17-01-1981 

12. G.S.R. 478(E), dated 6-08-1981 

13. G.S.R. 62(E), dated 5-02-1982 

14. G.S.R. 462(E), dated 22-06-1982 

15. G.S.R. 510(E), dated 26-07-1982 

16. G.S.R. 13(E), dated 7-01-1983 

17 G.S.R. 318(1$, dated 1-05-1984 

18. G.S.R. 331(E), dated 8-05-3984 

19. G.S.R. 460(E), dated 20-6-1984 

20. G.S.R. 487(E), dated 2-07-1984 

21. G S R. 89(E), dated 16-02-1985 

22. G.S.R. 788(E), dated 10-10-1985 

23; G.S.R. 17(E), dated 7-01-1996 


26. G.S.R. 1115(E) dated 30-09-1986 

27. G.S.R. 71(E) dated 30-01-1987 

28. G.S.R. 570(E) dated 12-06-1987 

29. G.S.R. 626(E) dated 2-07-198.7 

30. G.S.R. 792(E) dated 17-09-1987 

31. G.S.R. 371(E) dated 24-03-1988 " 
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